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Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 



- Extensions of time may be available under the provisions of 37 CFR 1.136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

• If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

Responsive to communication(s) filed on 18 March 2005 . 
2a)D This action is FINAL. 2b)S This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) ^3 Claim(s) 1-18 is/are pending in the application. 

4a) Of the above claim(s) 2,3,5-12 and 14-18 is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) [3 Claim(s) 1,4 and 13 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) S The specification is objected to by the Examiner. 

10) ^3 The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

11) D The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12) ^ Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or(f). 
a)D All b)M Some * c)D None of: 

1 Certified copies of the priority documents have been received. 

2. Q Certified copies of the priority documents have been received in Application No. . 

3. Q Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 



Attachment(s) 

1) M Notice of References Cited (PTO-892) 

2) Notice of Draftsperson's Patent Drawing Review (PTO-948) 

3) □ Information Disclosure Statement(s) (PTO-1449 or PTO/SB/08) 
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4) O Interview Summary (PTO-413) 
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5) □ Notice of Informal Patent Application (PTO-152) 
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DETAILED ACTION 
Election/Restrictions 



1 . In a response to an Election/Restriction Requirement filed on 3/1 8/05 applicant 
elected with traverse Group I, claims 1 , 4 and 13 drawn to a peptide encoded by a 
nucleotide sequence selected from SEQ ID NO: 1 and SEQ ID NO: 6 for use in 
medicine. Claims 2,3,5-12 and 14-18 are withdrawn as they are drawn to nonelected 
subject matter. Claims 1, 4 and 13 are under examination 

Applicant's election with traverse of Group I, claims 1 ,4 and 13 in the reply filed 
on 3/18/05 is acknowledged. The traversal is on the ground(s) that there is a close 
relationship among the subject matter of the sets of claims and that there would be no 
serious search burden on the examiner to examine all the claims at this time. This 
argument has been considered, but not found persuasive. Initially, it should be pointed 
out that the application was filed under 35 U.S.C. 371 . The examiner stated that the 
groups of inventions were not so linked as to form a single general concept. Sequence 
Identification numbers 1 and 6 have not been argued by applicant to contain a core or 
common structure and thus are being viewed as not novel as evidenced by the 
Folkesson et al abstract which was submitted. Therefore the examiner grouped claims 
containing the different inventions according to the combinations of categories set forth 
in the lack of unity requirement on page 3 of the previous office action. 

The requirement is still deemed proper and is therefore made FINAL. 
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Priority 

2. Receipt is acknowledged of papers filed under 35 U.S.C. 119 (a)-(d) based on an 
application filed in Sweden on 5/28/99. Applicant has not complied with the 
requirements of 37 CFR 1 .63(c), since the oath, declaration or application data sheet 
does not acknowledge the filing of any foreign application. A new oath, declaration or 
application data sheet is required in the body of which the present application should be 
identified by application number and filing date. 

Information Disclosure Statement 

3. The listing of references in the specification is not a proper information disclosure 
statement. 37 CFR 1.98(b) requires a list of all patents, publications, or other 
information submitted for consideration by the Office, and MPEP § 609 A(1) states, "the 
list may not be incorporated into the specification but must be submitted in a separate 
paper." Therefore, unless the examiner on form PTO-892 has cited the references, they 
have not been considered. 

Drawings 

4. The drawings are objected to because each figure is not labeled (i.e. Figure 1 ). 
In addition the figures are not descriptive enough along the X axis and Y axis. 
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Corrected drawing sheets in compliance with 37 CFR 1.121(d) are required in reply to 
the Office action to avoid abandonment of the application. Any amended replacement 
drawing sheet should include all of the figures appearing on the immediate prior version 
of the sheet, even if only one figure is being amended. The figure or figure number of an 
amended drawing should not be labeled as "amended." If a drawing figure is to be 
canceled, the appropriate figure must be removed from the replacement sheet, and 
where necessary, the remaining figures must be renumbered and appropriate changes 
made to the brief description of the several views of the drawings for consistency. 
Additional replacement sheets may be necessary to show the renumbering of the 
remaining figures. Each drawing sheet submitted after the filing date of an application 
must be labeled in the top margin as either "Replacement Sheet" or "New Sheet" 
pursuant to 37 CFR 1 .121(d). If the changes are not accepted by the examiner, the 
applicant will be notified and informed of any required corrective action in the next Office 
action. The objection to the drawings will not be held in abeyance. 

In addition to Replacement Sheets containing the corrected drawing figure(s), 
applicant is required to submit a marked-up copy of each Replacement Sheet including 
annotations indicating the changes made to the previous version. The marked-up copy 
must be clearly labeled as "Annotated Sheets" and must be presented in the 
amendment or remarks section that explains the change(s) to the drawings. See 37 
CFR 1.121(d)(1). Failure to timely submit the proposed drawing and marked-up copy 
will result in the abandonment of the application. 
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Specification 



5. The disclosure is objected to because it contains an embedded hyperlink and/or 
other form of browser-executable code. Applicant is required to delete the embedded 
hyperlink and/or other form of browser-executable code. See MPEP § 608.01 . 



6. The disclosure is objected to because of the following informalities: the 
recitations are incomplete. Each recitation should include the author, source, date of 
publication, volume, issue number and pages. 

In addition there are web addresses disclosed. 

Appropriate correction is required. 

Claim Objections 

Claim 13 is objected to under 37 CFR 1 75 as being a substantial duplicate of 
claim 1 . When two claims in an application are duplicates or else are so close in 
content that they both cover the same thing, despite a slight difference in wording, it is 
proper after allowing one claim to object to the other as being a substantial duplicate of 
the allowed claim. See MPEP § 706.03(k). 
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Claim Rejections - 35 USC §112 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

Thfe specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

7. Claim 4 is rejected under 35 U.S.C. 112, first paragraph, because the 
specification, while being enabling for a peptide encoded by a nucleotide sequence 
selected from SEQ ID NO: 1 and SEQ ID NO: 6 for use in medicine, does not 
reasonably provide enablement for a vaccine for the protection against diseases caused 
by Salmonella enterica subspecies I. The specification does not enable any person 
skilled in the art to which it pertains, or with which it is most nearly connected, to use the 
invention commensurate in scope with these claims. 

The specification fails to teach how to formulate and use the claimed vaccines. 
The term "vaccine" encompasses the ability of the specific antigen to induce protective 
immunity to Salmonella enterica infection or disease induction. The specification does 
not teach any working examples not does it contemplate protection against the above 
disease 

The specification does not provide substantive evidence that the claimed vaccine 
is capable of inducing protective immunity. This demonstration is required for the skilled 
artisan to be able to use the claimed vaccines for their intended purpose of preventing 
Salmonella enterica infections. Without this demonstration, the skilled artisan would not 
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be able to reasonably predict the outcome of the administration of the claimed vaccines, 
i.e. would not be able to accurately predict if protective immunity has been induced. 

The ability to reasonably predict the capacity of a single bacterial immunogen to 
induce protective immunity from in vitro antibody reactivity studies is problematic. Ellis 
exemplifies this problem in the recitation that "the key to the problem (of vaccine 
development ) is the identification of the at protein component of a virus or microbial 
pathogen that itself can elicit the production of protective antibodies"(page 572, second 
full paragraph). Unfortunately, the art is replete with instances where even well 
characterized antigens that induce an in vitro neutralizing antibody response fail to elicit 
in vivo protective immunity. See Boslego et al. wherein a single gonococcal pillin 
protein fails to elicit protective immunity even though a high level of serum antibody 
response is induced (page 212, bottom of column 2). Accordingly, the art indicates that 
it would require undue experimentation to formulate and use a successful vaccine 
without the prior demonstration of vaccine efficacy. 

For instance, the Biotechnology Industry Organization teaches that: 
"The skilled artisan in the protein purification art requires much more from a 
disclosure, at the very characteristic of the protein before even a preliminary purification 
approach could be devised. By the CAFC's holding in In re Eli Lilly and Co. , (Fed. Cir. 
1990), a general disclosure must contain a sufficient teaching of how to obtain the 
claimed results or assurance that a particular results would be obtained if certain 
directions were pursued. The purification of any protein involves many steps which 
often must be practiced in a precise order and under specific conditions of time, 
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temperature, volume, concentration etc.. These steps are not self-evident, and will 
vary, a great deal from protein to protein. There are literally infinite combinations of 
possible columns, gradients, gels, precipitants, centrifugations, all with buffers of 
varying pH, salt concentrations of same, etc., to choose from. Until a purification has 
been accomplished, and the protein described with some certainty, there is little 
guidance as to where on would even begin." (IN: Critical Synergy: The Biotechnology 
Industry and Intellectual Property Protection, Biotechnology Industry Organization, 
October 17, 1994, page 101). 

Factors to be considered in determining whether a disclosure would require 
undue experimentation have been reiterated by the Court of Appeals in In re Wands . 8 
USPQ2d 1400 at 1404 (CRFC1988). The Wands factors to be considered include (1) 
the quantity of experimentation necessary, (2) the amount of direction or guidance 
presented, (3) the presence or absence of working examples, (4) the nature of the 
invention, (5) the state of the prior art, (6) the relative skill of those in the art, (7) the 
predictability or unpredictability of the art and (8) the breadth of the claims. 

Apply the above test to the facts of record, it is determined that 1) no relevant 
evidence has been made of record establishing the amount of experimentation 
necessary, 2) insufficient direction or guidance is presented in the specification with 
regard to a vaccine for the protection against diseases caused by Salmonella enterica 
subspecies I, 3) there are no working examples which suggest a method protecting an 
animal or human from diseases caused Salmonella enterica subspecies I, 4) the relative 
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skill in the art is recognized as high, and 5) the state of the art in the field to which the 
invention pertains is recognized in the art as evidenced by the cited prior art. 

8. Claims 1, 4 and 13 are rejected under 35 U.S.C. 112, first paragraph, as 
containing subject matter which was not described in the specification in such a way as 
to enable one skilled in the art to which it pertains, or with which it is most nearly 
connected, to make and/or use the invention. 

Claims 1, 4 and 13 are drawn to a peptide encoded by a nucleotide 
sequence selected from SEQ ID NO: 1 and SEQ ID NO: 6 for use in medicine. 

Because it is not clear that cell lines possessing the properties of B1 ECACC 
99051922, D1 ECACC 99051923, F11 ECACC 99051924, N10 ECACC 99051925 and 
cosmide pTy52 ECACC 99051926 are known and publicly available or can be 
reproducibly isolated from nature without undue experimentation and because the 
claims require the use of a suitable deposit for patent purposes a deposit in a public 
repository is required. Without a publicly available deposit of the above B1 ECACC 

99051922, D1 ECACC 99051923, F11 ECACC 99051924, N10 ECACC 99051925 and 
cosmide pTy52 ECACC 99051926, one of ordinary skill in the art could not be assured 
of the ability to practice the invention as claimed. Exact replication of the cell line is an 
unpredictable event. 

Applicant's referral to the deposit of B1 ECACC 99051922, D1 ECACC 

99051923, F11 ECACC 99051924, N10 ECACC 99051925 and cosmide 
pTy52 ECACC 99051926 on page 4 of the specification is an insufficient 
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assurance that all required deposits have been made and all the conditions of 
37 CFR 1.801-1.809 have been met. 

If the deposit has been made under the provisions of the Budapest Treaty, 
filing of an affidavit or declaration by applicant or assignees or a statement by 
an attorney of record who has authority and control over the conditions of 
deposit over his or her signature and registration number stating that the 
deposit has been accepted by the International Depository Authority under 
the provisions of the Budapest Treaty and that all restrictions upon public 
access to the deposit will be irrevocably removed upon the grant of a patent 
on this application. These requirements are necessary when deposits are 
made under the provisions of the Budapest Treaty as the Treaty leaves this 
specific matter to the discretion of each State. Amendment of the 
specification to recite the date of the deposit and the complete name and full 
street address of the depository is required. 

If the deposits have not been made under the provisions of the 
Budapest Treaty, then in order to certify that the deposits comply with the 
criteria set forth in 37 CFR 1.801-1.809, assurances regarding availability and 
permanency of deposits are required. Such assurance may be in the form of 
an affidavit or declaration by applicants or assignees or in the form of a 
statement by an attorney of record who has the authority and control over the 
conditions of deposit over his or her signature and registration number 
averring: 
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(a) during the pendency of this application, access to the deposits will 
be afforded to the Commissioner upon request; 

(b) all restrictions upon the availability to the public of the deposited 
biological material will be irrevocably removed upon the granting of a 
patent on this application; 

(c) the deposits will be maintained in the public repository for a period 
of at least thirty years from the date of deposit or for the enforceable 
life of the patent of or for a period of five years after the date of the 
most recent request for the furnishing of a sample of the deposited 
biological material, whichever is longest; and 

(d) the deposits will be replaced if they should become nonviable or 
non-replicable. 



In addition, a deposit of biological material that is capable of self- 
replication either directly or indirectly must be viable at the time of deposit and 
during the term of deposit. Viability may be tested by the repository. The test 
must conclude only that the deposited material is capable of reproduction. A 
viability statement for each deposit of biological material not made under the 
Budapest Treaty must be filed in the application and must contain: 

1 ) The name and address of the depository; 

2) The name and address of the depositor; 

3) The date of deposit; 

4) The identity of the deposit and the accession number given by the 
depository; 

5) The date of the viability test; 

6) The procedures used to obtain a sample if test is not done by the 
depository; and 

7) A statement that the deposit is capable of reproduction. 
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As a possible means for completing the record, applicant may submit a 
copy of the contract with the depository for deposit and maintenance of each 
deposit. 

If the deposit was made after the effective filing date of the application 
for patent in the United States, a verified statement is required from a person 
in a position to corroborate that the B1 ECACC 99051922, D1 ECACC 
99051923, F11 ECACC 99051924, N10 ECACC 99051925 and cosmide 
pTy52 ECACC 99051926 described in the specification as filed is the same 
as that deposited in the depository. Corroboration may take the form of a 
showing a chain of custody from applicant to the depository coupled with 
corroboration that the deposit is identical to the biological material described 
in the specification and in the applicant's possession at the time the 
application was filed. 

Applicant's attention is directed to In re Lundack , 773 F.2d.1216, 227 
USPQ (CAFC 1 985) and 37 CFR 1 .801 -1 .809 for further information 
concerning deposit practice. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 
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(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

9. Claims 1 and 13 are rejected under 35 U.S.C. 102(b) as being anticiapted by 
Folkesson et al (Cloning and Chacarterization of genes encoding a novel salmonella 
spp. Adhesive structure, Abstracts of the 97 th General Meeting of the American Society 
for Microbiology, 1997, D-67). 

Claims 1 and 13 are drawn to a peptide encoded by a nucleotide sequence 
selected from SEQ ID NO: 1 and SEQ ID NO: 6 for use in medicine. 

Folkesson et al disclose that the predicted amino acid sequence of safB and 
safC show 45-50% homology to proteins involved in the biosynthesis of different 
virulence associated adhesion factors, like the pH6 antigen of Yersinia pestis and 
Aggregative adherence fimbriae I of Escherichia coli. Folkesson et al teaches cloning 
and characterization of genes. Inherently, the gene encodes the peptide encoded by a 
nucleotide sequence selected from SEQ ID NO 1 and 6. 

Since the Office does not have the facilities for examining and comparing 
applicants' composition with the composition of the prior art, the burden is on applicant 
to show a novel or unobvious difference between the claimed product and the prior art 
(i.e., the composition of the prior art does not possess a stent with botulinum toxin 
attached). See In re Best . 562 F.2d 1252, 195 USPQ 430 (CCPA 1977) and In re 
Fitzgerald et al. , 205 USPQ 594. 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Lakia J. Tongue whose telephone number is 571-272- 
2921 . The examiner can normally be reached on Monday-Friday 7-3:30. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Lynette Smith can be reached on 571-272-0864. The fax phone number for 
the organization where this application or proceeding is assigned is 703-872-9306. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 





